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DETAILED ACTION 

1 . Applicant response to the office action mailed November 04, 2003 has been 
acknowledged. Currently, claims 15-19 are pending and under consideration. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claim 15 are rejected under 35 U.S.C. 102(e) as being anticipated by Bryan et al 
(USP#6,232,107). 

Bryan et al discloses fusion proteins that consist of a nucleic acid, particularly a 
DNA encoding luciferase with a DNA encoding a GFP or phycobiliproteins (column 7, 
lines 19-35). The expressed fusion protein has two domains, a phycobiliprotein and a 
luciferase as required by claim 15. The fusion protein can be used in analytical 
applications, such as cell based assays and screening methods (column 7, lines 25-35). 
Other assay systems include homogenous immunoassays and in vitro fluorescent- 
based screening (column 6, lines 30-40). The interaction of the second domain that is a 
luciferase enzyme in the presence of a luciferin molecule and appropriate binding 
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factors, that can be a variety of particular entities, can undergo a known biologic effect 
such as an bioluminescence (column 7, lines 15-31). 



Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 17-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bryan et al (USP#6,232,107). 

The teachings of Bryan et al are set forth above and is different with respect to 
teaching a particular enzymes. 

However, Bryan et al teaches fusion proteins and utilizing luciferase as a second 
domain that is able to catalyze substrates to produce a detectable change (column 31, 
lines 65-66 and column 32, lines 1-10). 

It would have been obvious to one of ordinary skill in art to modify the reference 
of Bryan et al to include using known enzymes such as a ribozyme, phosphokinase or a 
protease in the various assay methods and detection systems taught by the instant 
reference. These modifications with respect to the particular enzyme employed are 
routine optimizations that are almost always varied and used in immunoassay studies. 
Unless the result obtained in the instant application is a significant and unexpected 
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difference over the prior art, it would have been prima facie obvious for one of ordinary 
skill in the art to substitute the known enzymes of claims 17-19 in the given assay 
parameters to assess biological activity as a means of optimizing the assays provided 
by the art. 

Response to Arguments 

6. Applicant's arguments filed February 3, 2004 have been fully considered but they 
are not persuasive: 

7. Applicant argue that the reference of Bryan et al does not anticipate the instant 
invention because Luciferase assays are well known in the art to have some very 
specific and well known features and are broadly represented of biologically assays. 
Also GFP is a much simpler fluorescent protein than phycobiliprotein. The only 
references to phycobiliprotein are very generalized comments, which provide no 
treaching for phycobiliproteins in a fusion protein. 

In response to applicant's argument, the reference of Bryan et al teaches a 
fusion protein having a phycobiliprotien and a luciferase enzyme as a second domain. 
When the fusion protein is in the presence of luciferin, it undergo a known biologic effect 
such as bioluminescence (column 7, lines 15-31) as recited in the instant claims. The 
teachings of Luciferase assays are not inhibited by the instant claims. Also, the 
reference of Bryan et al teaches fusion proteins that known to be GFPs or 
phycobiliproteins. Therefore, the reference of Bryan et al anticipates claim 15. 
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8. Applicant argues that claim 16 calls for an enzyme as a second domain in the 
fusion protein, and that enzymes would not be changes by an encounter. 

This argument is found persuasive because the reference of Bryan et al does not 
teach that the second domain serves as a substrate for an enzyme. The reference of 
Bryan et al teaches that the second domain in the fusion protein is luciferase, which is 
an enzyme. Therefore, applicant has overcome the rejection of claim 16. 

9. Applicant argues that the reference Bryan et al does not cite that its fusion 
protein is an improvement. This argument is not found persuasive. 

In response to applicant's argument, the fact that Bryan et al discloses a fusion 
protein comprising a phycobiliprotein and a second domain used for detectable tags, is 
the improvement recited in the instant claims (column 85, lines 33-47). 

1 0. Applicant argues that the second domain of the instant fusion protein in claim 1 5 
and its dependent claims 16-19 is not an enzyme. 

This argument is not found persuasive because independent claim 15 does not 
recite that its second domain is not an enzyme, only its independent claims. Dependent 
claims 17-19 depend from claim 15. Therefore, it is the examiner's position that the 
reference of Bryan et al meets these limitations. 

Allowable Subject Matter 

1 1 . Claim 1 6 would be allowable if rewritten to include all of the limitations of the 
base claim and any intervening claims. 
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Conclusion 

1 2. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah A Davis whose telephone number is (571) 272- 
0818. The examiner can normally be reached on 8-5 Monday thru Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on (571) 272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business CejateriEBR) aUJ66-2 17-9 197 (toll-free). 
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